Masking location: under adjustment 
SARS-COV-2 mRNA Vaccine (BNT162, PF-07302048) 
2.6.5 Overview of Pharmacokinetic Test 


2.6.5.5B. PHARMACOKINETICS: ORGAN DISTRIBUTION CONTINUED Test Article: [3H]-Labelled LNP-mRNA formulation containing ALC-0315 


and ALC-0159 
Report Number: 185350 


Species (Strain): Rat (Wistar Han) 
Sex/Number of Animals: Male and female/3 animals/sex/timepoint (21 animals/sex total for the 50 ug dose) 
Feeding Condition: Fed adlibitum 


Method of Administration: Intramuscular injection 


Please: 50 ug [3H]-08-A01-CO (lot # NC-0552-1) 
Number of Doses: 1 
Detection: Radioactivity quantitation using liquid scintillation counting 
Sampling Time (hour): 0.25, 1, 2, 4, 8, 24, and 48 hours post-injection 
Sample Mean total lipid concentration (ug lipid equivalent/g (or mL) (males % of administered dose (males and females combined) 
and females combined) 
0.25 h lh 2h 4h 8h 24h 48h 0.25 h lh 2h 4h 8h 24h 48h 
Adipose tissue 0.057 0.100 0.126 0.128 0.093 0.084 0.181 - - - - - - - 
Adrenal glands 0.271, 1.48 Z 2.89 oo B a2 0.001 0.007 0.010 0.015 0.035 0.066 0.106 
Bladder 0.041 0.130 0.146 0.167 0.148 0.247 0.365 0.000 0.001 0.001 0.001 0.001 0.002 0.002 
Bone (femur) 0.091 0.195 0.266 0.276 0.340 0.342 0.687 - - - - - - - 
om 0960 da oe as) om om | - 
(femur) 
Brain 0.045 0.100 0.138 0.115 0.073 0.069 0.068 0.007 0.013 0.020 0.016 0.011 0.010 0.009 
Eyes 0.010 0.035 0.052 0.067 0.059 0.091 0.112 0.000 0.001 0.001 0.002 0.002 0.002 0.003 
Heart 0.282 1.03 1.40 0.987 0.790 0.451 0.546 0.018 0.056 0.084 0.060 0.042 0.027 0.030 
Injection site 128 394 311 338 213 195 165 19.9 52.6 31.6 28.4 21.9 29.1 24.6 
Kidneys 0.391 1.16 2.05 0.924 0.590 0.426 0.425 0.050 0.124 0.211 0.109 0.075 0.054 0.057 
Large intestine 0.013 0.048 0.093 0.287 0.649 1.10 1.34 0.008 0.025 0.065 0.192 0.405 0.692 0.762 
Liver e 4.63 11.0 Tes wa te Ga 0.602 2.87 7.33 11.9 18.1 15.4 16.2 
Lung 0.492 1.21 1.83 1.50 1.15 1.04 1.09 0.052 0.101 0.178 0.169 0.122 0.101 0.101 
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Sample Total Lipid concentration (ug lipid equivalent/g [or mL]) (males % of Administered Dose (males and females combined) 
and females combined) 
0.25 h 1h 2h 4h 8h 24h 48h 0.25 h 1h 2h 4h 8h 24h 48h 
Lymph 0.064 0.189 0.290 0.408 0.534 0.554 0.727 - - - - - - - 
(mandibular) 
Lymph node 0.050 0.146 0.530 0.489 0.689 0.985 1.37 - - - - - - - 
(mesenteric) 

Muscle 0.021 0.061 0.084 0.103 0.096 0.095 0.192 - - - - - - - 
‘Ovaries. 0.104 1.34 1.64 2.34 w a 0.001 0.009 0.008 0.016 0.025 0.037 0.095 
(females) 

Pancreas 0.081 0.207 0.414 0.380 0.294 0.358 0.599 0.003 0.007 0.014 0.015 0.015 0.011 0.019 
Pituitary gland 0.339 0.645 0.868 0.854 0.405 0.478 0.694 0.000 0.001 0.001 0.001 0.000 0.000 0.001 

Prostate 0.061 0.091 0.128 0.157 0.150 0.183 0.170 0.001 0.001 0.002 0.003 0.003 0.004 0.003 

(males) 

Salivary 0.084 0.193 0.255 0.220 0.135 0.170 0.264 0.003 0.007 0.008 0.008 0.005 0.006 0.009 
glands 

Skin 0.013 0.208 0.159 0.145 0.119 0.157 0.253 - - - - - - - 
Small intestine 0.030 0.221 0.476 0.879 1.28 1.30 1.47 0.024 0.130 0.319 0.543 0.776 0.906 0.835 
Spinal cord 0.043 0.097 0.169 0.250 0.106 0.085 0.112 0.001 0.002 0.002 0.003 0.001 0.001 0.001 

Spleen 0.334 Cae Tm CE] a hh œ 0.013 0.093 0.325 0.385 0.982 0.821 1.03 

Stomach 0.017 0.065 0.115 0.144 0.268 0.152 0.215 0.006 0.019 0.034 0.030 0.040 0.037 0.039 
Tests (Males) 0.031 0.042 0.079 0.129 0.146 0.304 0.320 0.007 0.010 0.017 0.030 0.034 0.074 0.074 

Thymus 0.088 0.243 0.340 0.335 0.196 0.207 0.331 0.004 0.007 0.010 0.012 0.008 0.007 0.008 

Thyroid 0.155 0.536 0.842 0.851 0.544 0.578 1.00 0.000 0.001 0.001 0.001 0.001 0.001 0.001 

Uterus 0.043 0.203 0.305 0.140 0.287 0.289 0.456 0.002 0.011 0.015 0.008 0.016 0.018 0.022 
(females) 

Whole blood 1.97 4.37 5.40 3.05 1.31 0.909 0.420 - - - - - - - 

Plasma 3.97 8.13 8.90 6.50 2.36 1.78 0.805 - - - - - - - 

Blood: plasma ratio 0.815 0.515 0.550 0.510 0.555 0.530 0.540 - = = = = z = 
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